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Evidenéni &islo Zadatele: SUJB: 45274584.

Praha dne 1.9.2000

Cj 12111/4.1/2000/Kod

k Vagemu &j.: 051/C10/00
Vyfizuje / linka: Kodl/507

Rozhodnuti

Statni Gfad pro jadernou bezpetnost jako orgin piisiusny podle § 3 odst. 2 pism. b) zikona
& 18/1997 Sb., o mirovém vyuzivani jaderné energie a ionizujiciho zafeni ( atomovy zikon )
a 0 zmé&né a doplné&ni nékterych zdkont, ve spriavnim Ffizeni zahajeném na zaklad& Zadosti spole&nosti
CESIO, s. r. 0., Radiova 1, 102 27 Praha 10, zastoupené panem, Ing. Josefem Sadlem, jednatelem

spoleZnosti (dale Zadatel), kterou SUJB obdrzel dne 24.7.2000 a dopinéné dopisem dne 21.8.2000
rozhodl takto:

Statni dfad pro jadernou bezpeénost ve smyslu § 23 zdkona &. 18/1997 Sb. a podle § 3 odst. 1 pism. g),

§ 6 vyhlasky €. 142/1997 Sb., o typovém schvalovéni, § 6 vyhlasky &. 184/1997 Sb., o pozadavcich na
zajisténi radiaéni ochrany:

Typové schvaluje konstruk&ni typ uzavieného radionuklidového zéfice typu Am1.P08 a Am1.P081
popsany niZe jako

radionuklidovy zari¢ zvlastni formy

a pro potfeby mezinarodni identifikace pfidéluje tomuto rozhodnuti kédové oznadeni:
CZ/1010/S — 85 (Rev 0).

Popis radionuklidového zafite zvIastni formy typu Am1.P08 a Am1.P081.

Radionuklid *'Am o maximalni aktivits 11,1 GBq tepelng fixovany v keramickém nosici je uzavien
v pouzdie z nerezavéjici oceli o primérech jednotlivych typtt 4,4 mm pro Am1.P08 a 4 mm pro
Am1.P081 a vySce 10 mm, konstrukce podle vykresit €. 1.207.01.08-00:00(4) a 1.207.01.18-00:00(4).
Vystupni okénko o tloust’ce 0,25 mm je z téhoZ materidlu. Z4fi¢ je uzavien zavatenim pod ochrannou
atmosférou (TIG) a je uren pro pouZiti v primyslovém neagresivnim prostiedi, doporu¢ena doba
pouzivani je 15 let.

Zéfi¢ je vyrobkem firmy BEBIG GmbH, Berlin, SRN, vyrab&ny na zakladé licenéni smlouvy
firmou CESIO s.r.0., Praha, Ceska republika.

Klasifikace URZ: ISO C 64444

Radionuklidovy zafi¢ zvlastni formy typu Am1.P08 a Am1.P081 je vyobrazen v priloze, ktera je
nedilnou sou¢ésti tohoto rozhodnuti.

Radionuklidovy zifi¢ zvlastni formy typu Am1.P08 a Am1.P081 m4 nesmazatelnym zpisobem
vyznadeno:

¢ vyrobni &islo

TELEFON BANKOVNI SPOJENI 1ole] FAX
216 24 717 CNB PRAHA 48136069 21624 710
216 24 + LINKA €.U. 3808-881/0710
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¢ identifikaéni oznageni CZ/1010/S — 85, v pfipadé, Ze neni technicky mozné umistnit identifikacni

oznadeni na z&fi¢i, je nutné doplnit osvédeni uzavieného radionuklidového zafite v bodé i)
o identifikadni oznaeni radionuklidového zafice zvlastni formy.

Platnost rozhodnuti Stitniho Gfadu pro jadernou bezpelnost je vidzana na spinéni nasledujicich
podminek: -

1) Povoleny radioaktivni obsah radionuklidového zéifi¢e zvlastni formy 21 Am, ktery je tepelné
fixovany v keramickém nosigi, nepfesahne maximalni aktivitu 11,1 GBgq.

2) Jako radionuklidovy zéfi¢ zvla$tni formy mohou byt uvadény do ob&hu pouze ty vyrobky, jejichZ
shoda se schvilenym typem byla prokdzana v souladu s postupem QM-T-541 k ové&fovani
a posuzovani shody jednotlivych vyrobkii se schvilenym typem, vypracovanym Cesio s.r.o.,
Radiovéa 1, 102 27 Praha 10,

3) Shodu vlastnosti a parametri vyrobku daného vyrobniho c&isla se schvalenym typem
radionuklidového ziti¢e zvlastni formy musi vyrobce dokladat v osvédéeni uzavieného zafice
podle vyhlasky &. 184/1997 Sb., o poZadavcich na zajisténi radiaCni ochrany.

4) Zkouska dlouhodobé stability radionuklidového zafie zvlastni formy se bude provadét
nasledujicim zpisobem:

a) otérem pFimo na radionuklidovém zafi¢i zvlastni formy nebo jeho ponofenim do kapaliny
s limitem 200 Bq, nebo
b) otérem na nahradni zkuebni plode s limitem 20 Bq.

5) Zkouska provozni stalosti radionuklidového zafide zvlastni formy se bude provadét otérem na
nahradni zku3ebni plose s limitem 20 Bq.

6) V dokumentaci, kterd doprovazi radionuklidovy zafi¢ zvlastni formy musi byt uvedeno Cislo
a doba platnosti rozhodnuti SUJB, kterym toto bylo schvaleno.

7) Za splnéni podminek 1), 2) a 3) tohoto rozhodnuti je odpovédny vyrobce, za plnéni podminek 4),
5) a 6) odpovida drzitel povoleni k nakl4dani s radionuklidovym zéifi¢em zvlastni formy.

Zaiazuje podle § 6 vyhlasky & 184/1997 Sb. uzaviené radionuklidové zifide typu Aml1.P08
a Am1.P081, obsahujici radionuklid *'Am o maximalni aktivité 11,1 GBq, za jednoduché zdroje
ionizujiciho zafeni.

Spravni poplatek by! uhrazen pfi podani Zadosti podle polozky ¢. 97 pism. b) sazebniku spravnich
poplatkti uvedeného v pfiloze zikona CNR &. 368/1992 Sb., o spravnich poplatcich, ve znéni -
pozdéjsich pfedpist.

Platnost tohoto rozhodnuti omezuji na dobu do 31. 12. 2006.

Oditvodnéni:

Spole¢nost CESIO, s.r.0., Radiova 1, 102 27 Praha 10, zastoupend panem Ing. Josefem Sadlem,
jednatelem spolegnosti, pozadala o typové schvaleni vysc uvedeného zdroje ionizujiciho zafeni.

Zadost byla doloZena podle § 23 zakona &. 18/1997 Sb. a § 4 a §5 vyhlasky €. 142/1997 Sb.,
o typovém schvalovani obalovych souborii pro piepravu, skladovani nebo ukladani radionuklidovych
zafi¢d a jadernych materialli, typovém schvalovani zdroji ionizujiciho zafeni, typovém schvalovani
ochrannych pomiicek pro price se zdroji ionizujiciho zafeni a dal3ich zafizeni pro prace s nimi
(o typovém schvalovani) pfedepsanou dokumentaci a podklady.

Zdroj ionizujiciho zafeni byl z hiediska ochrany zdravi pred ionizujicim zdfenim odborn¢ posouzen na
zikladé pozadavkil ISO 2919 a ISO 9978 a jeho odolnost dokladovana prislusSnym certifikatem
o klasifikaci zdroje (ISO C 64444) Firmou Bebig GmbH, Berlin, &is. cert. ZI 2096 pro Am1.P08
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adis. cert. ZI 2196 pro Am1.P081, Bundesanstalt fiir Materialforschung und Priifung, Berlin certifikatem

materidlu zvl4stni formy &is. D/0060/S-85 (Rev. 0) a &is D/0060/S-85 (Rev. 1).

Posouzena dokumentace byla shleddna ve shodé s pozadavky ustanoveni § 23 odst. 2 zakona
C. 18/1997 Sb.a § 4 a § 5 vyhlasky & 142/1997 Sb. Stitni afad pro jadernou bezpe&nost shledal
predloZené doklady a dokumentaci postadujici pro vydéani kladného rozhodnuti.

Radionuklidovy zéfi¢ zvlastni formy typu Am1.P08 a Am1.P08! s identifikaénim CZ/1010/S — 85
(Rev 0) spliiuje poZzadavky a doporugeni nasledujicich mezindrodnich dokumenti:

Mezindrodni agentura pro atomovou energii (IAEA) — ,,Pravidla pro bezpecnou prepravu
radioaktivnich materiali, Bezpe&nostni série &. 6, Edice 1985 (ve znéni zmén a dopliikd z r. 1990),
IAEA®,

Mezindrodni civilni leteck4 organizace (ICAO) — Technické pokyny pro bezpetnou piepravu
nebezpeénych véci letecky. '

Evropskd dohoda o mezindrodni silni&ni pfepravé nebezpetnych véci (ADR), Priloha A,
pfiloha B. :

Umluva o mezindrodni Zeleznini pfepravé (COTIF), Priloha 1 k Jednotnym pravnim
ptedpisim pro smlouvu o mezinirodni Zelezni¢ni ptepravé zbozi (CIM), Rid pro mezindrodni
Zeleznigni prepravu nebezpetného zbozi (RID) tvotici ptipojek B k Umluvé o mezinarodni zelezni&ni
. prepravé (COTIF).

Pougeni:
Proti tomuto rozhodnuti je mozno podle § 61 zékona ¢.71/1967 Sb., o spravnim fizeni, podat

ve lhat€ 15 dnd ode dne dorugeni rozklad k predsedkyni Statniho Gfadu pro jadernou bezpe&nost
podanim u SUJB, Praha 1, Senovazné nimésti 9.

4

Za Stétni Ofad pro jadernou bezpetnost: -
Ing. Zdenék Prouza, CSc.
naméstek pro radiadni ochranu

Ptiloha: 2




Page 1 of 3

STATNI URAD PRO JADERNOU BEZPECNOST

(State Nuclear Safety Authority)

110 00 Praha 1, SenovaZné ndmésti 9

CESIO, s.r.o. (Ltd.)

; Ing. Josef Sédlo
| Radiova 1
102 27 Prague 10
' Applicant's filing No. SUJB: 45274584
 In Prague on 1.9.2000

Ref. No. 12111/4.1/2000/Kod

" To your Ref. No.: 051/C10/00

Handled by / phone ext.: Kodl/507

Decision
Statni Gfad pro jadernou bezpe&nost (State Nuclear Safety Authority), as a body appurtenant according to §3 par.
2, letter b) of Law No. 18/1997 Coll. on peaceful utilisation of nuclear energy and ionising radiation (Atomic
. Law) and on the change and amendment of certain laws, in administration proceedings commenced on the basis
of the application of the CESIO, s.r.o. (Ltd.) Company, Radiové 1, 102 27 Prague 10, represented by Ing. Josef
Sadlo, the company's executive (hereinafter “Applicant®), which SUJB received on 24.7. 2000, and
- complemented by the letter of 21.8.2000, has decided so:

The Statni ufad pro jadernou bezpeZnost (State Nuclear Safety Authority), in the sense of § 23 of Law
No.18/1997 Coll. and according to § 3 par. 1 letter g), § 6 of regulation No. 142/1997 Coll. on type approval, § 6
. of regulation No. 184/1997 Coll. on the requirements of ensuring radiation protection:

| Type approves the construction type of the closed radio-nuclide emitter of the Am1.P08 and Am1.P081 type
described further as 2

Special form radionuclide emitter
and, for the purpose of international identification, it assigns the following labelling to this decision:
’: CZ/1010/S - 85 (Rev 0).
" The description of the special form radionuclide emitter of Am1.P08 and Am1.P081type:

Radionuclide 2*'Am of a maximum activity of 11.1 GBq, thermally fixed in a ceramic carrier, isenclosedin a
case of stainless steel of a diameter of individual types of 4.4 mm for the Am1.P08 type and 4 mm for the
Am1.P081 type and a height of 10 mm, construction according to drawing No. 1.207.01.08-00:00(4) and
1.207.01.18-00:00(4). The output window of a total thickness of 0.25 mm is made of the same material. The
emitter is welded closed under a protective atmosphere (TIG) and is intended for use in an industrial, non-

~ aggressive environment, recommended time of use is 15 years.

The emitter is made by the BEBIG GmbH firm, Berlin, DBR, manufactured on the basis of the license contract
{ by the CESIO, s.r.0. (Ltd.) firm, Prague, Czech Republic.

URZ classification: 1SO C 64444

The special form radionuclide emitter of Am1.P08 and Am1.P081type is imaged in the appendix that is an
integral part of this decision.

On the special form radionuclide emitter of Am1.P08 and Am1.P081type the following is marked in an indelible
. way:

¢ Product No.

Telephone Bank connection Identification no. FAX
21624 717 CNB PRAGUE 48136069 21624710
216 24 + extension acct. no. 3808-881/0710
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e Identifying labelling CZ/1010/S-85; if, for technical reasons, no identifying labelling may be located on
the emitter, the certificate of the enclosed radionuclide emitter must be appended in Item i) concerning
the identifying labelling of the special form radionuclide emitter.

The validity of the decision of the Statn{ tifad pro jadernou bezpe&nost (State Nuclear Safety Authority) is linked
in meeting the following conditions:

1) The allowed radioactive content of the special form radionuclide emitter *' Am that is thermally
fixed in the ceramic carrier does not exceed a maximum activity of 11.1 GBq

2) Only those products may be put into use as a special form radionuclide emitter whose conformity
with the approved type has been proven in accordance with the QM-T-541 process for verification

and assessment of the conformity of individual products of the approved type made by CESIO,
s.r.o. (Ltd.), Radiova 1, 102 27 Prague 10.

3) The producer has to illustrate the conformity of the properties and parameters of the product of the
given product number with the approved type of the special form radionuclide emitter in the

certification of the enclosed emitter according to regulation No. 184/1997 Col. on the requirements
for ensuring radiation protection.

4) The test of the long-term stability of the special form radionuclide emitter will be performed in the
following way:
a) by abrasion directly on the special form radionuclide emitter or by its immersion in a
liquid with a limit of 200 Bq or
b) by abrasion on a substitute testing surface with the limit of 20 Bq.

5) The test of operational duration of the special form radionuclide emitter will be made by abrasion
on a substitute surface with the limit of 20 Bq.

6) In the documentation that accompanies the special form radionuclide emitter, the number and
period of validity of SUJB permission, with which this has been approved, must be specified.

7 The manufacturer is responsible for meeting conditions 1), 2) and 3) of this decision; the holder of

the permission of manipulation of the special form radionuclide emitter is responsible for meeting
conditions 4), 5) and 6.

According to § 6 of regulation No. 184/1997 Coll,, it classifies enclosed radionuclide emitters of Am1.P08 and

* Am1.P081type containing radionuclide **' Am of a maximum activity of 11.1 GBq as simple sources of the
ionising radiation.

An administrative fee has been paid when submitting the application according to Item 97 letter b) of the
administrative fee tariff listed in the attachment of Law CNR No. 368/1992 Coll. on administrative fees, in the
wording of later regulations.

‘ I restrict validity of this decision for the time period ending 31.12.2006.

“Justification:

The CESIO, s.r.0. (Ltd.) company, Radiova 1, 102 27 Prague 10, represented by Ing. Josef Sadlo, the company

cxccutive, applied for the type approval of the above specified source of ionising radiation. The application was
. accompanied by prescribed documentation and basic documents, according to § 23 of Law No. 18/1997 Coll.
and § 4 and § 5 of regulation No. 142/1997 Coll. on type approval of packing sets for transport, storage or
‘keeping radionuclide emitters and nuclear materials, on type approval of the sources of ionising radiation, on
type approval of protective aids for work with sources of ionising radiation and on other equipment for work
with them (on type approval).

The source of the ionising radiation, from the aspect of health protection against ionising radiation, was
professionally assessed on the basis of ISO 2919 and ISO 9978 requirements, and its resistance documented with

a respective certificate on the classification of the source (ISO C 64444) by the BEBIG GmbH firm, Berlin,
~certificate No. ZI 2096 for Am1.P08



!

f
5

SUJB Decision No. 12111 Page 3 of 3

and certificate No. ZI 2196 for Am1.P081, Bundesanstalt fiir Materialforschung und Priifung, Berlin, by the
special form of material certificate No. D/0060/S-85 (Rev. 0) and No. D/0060/S-85 (Rev. 1).

The assessed documentation was found to be in accordance with the requirements of provision §23 par. 2 of Law
No. 18/1997 Coll. and § 4 and § 5 of regulation No. 142/1997 Coll. The Statni utad pro jadernou bezpe&nost

(State Nuclear Safety Authority) found the submitted documents and documentation as sufficient for the issue of
a positive decision.

The special form radionuclide emitter of Am1.P08 and Am1.P081type with the CZ/1010/S — 85 (Rev 0)

:identification meets the requirements and recommendations of the following international documents:

The Intenational Atomic Energy Agency (IAEA) - “Rules for safe transport of radioactive materials. Safety
Scries No. 6, 1985 Edition (in the wording of changes and amendments of the year 1990), IAEA”,

The International Civil Aviation Organization (ICAOQ) - Technological instructions for the safe transport of
dangerous objects by air.

The European Agreement concerning the International Carriage of Dangerous Goods by Road (ADR),

© Appendix A, Appendix B.

The Convention concerning International Carriage by Rail (COTIF), Appendix 1 to the Integrated legal
regulations for the contract on the International Convention on the Transportation of Goods by Railway (CIM),

- the International Regulations concerning the International Carriage of Dangerous Goods by Railway
; (RID) forming attachment B to the Convention concerning International Carriage by Rail (COTIF).

Information:

. According to § 61 of Law No. 71/1967 Coll. on administrative proceedings, a refutation of this decision may be

submitted in the period of 15 days from the date of delivery, to the chairperson of the Statn{ ifad pro jadernou

bezpednost (State Nuclear Safety Authority) submitted at SUJB, Prague 1, SenovéZné namésti 9.

Signature illegible
On behalf of the Statn{ ifad pro jadernou bezpe&nost (State Nuclear Safety Authority):
Ing. Zden&k Prouza, CSc.
Deputy for radiation protection

; Attachments: 2 round stamp: (State Nuclear Safety Authority)

*22*
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Anlage zum Zulassuﬁgsschein D/0060/S5-85 (Rev. 1)
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Anlage zum Zulassungsschein Nr. D/0060/S-85 (Rev.1)
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CLAUSE OF INTERPRETERSHIP

As an interpreter of the German and English languages, appointed by the Regional Court on

February 28%, 1994 (ref. Spr 1518-93), | hereby certify that the translation agrees with the text of
the attached document. |

| made the following corrections to the translation:

y 710%

The interpreting transaction is registered under journal serial No. /}é

According to ltem Nan’MM , | charge A CZK for ... page (s).

As reimbursement for my services, | charge the total amount of i CZK according voucher

No. ........ / .

Interpreter:

Mr. Pavel Skfivanek, ing.




